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§72.146

and proposed use of the structures, sys-
tems, or components:

(1) The impact of malfunction or fail-
ure of the item on safety;

(2) The design and fabrication com-
plexity or uniqueness of the item;

(3) The need for special controls and
surveillance over processes and equip-
ment;

(4) The degree to which functional
compliance can be demonstrated by in-
spection or test; and

(5) The quality history and degree of
standardization of the item.

(d) The licensee, applicant for a li-
cense, certificate holder, and applicant
for a CoC shall provide for indoctrina-
tion and training of personnel per-
forming activities affecting quality as
necessary to ensure that suitable pro-
ficiency is achieved and maintained.

(e) The licensee, applicant for a 1li-
cense, certificate holder, and applicant
for a CoC shall review the status and
adequacy of the quality assurance pro-
gram at established intervals. Manage-
ment of other organizations partici-
pating in the quality assurance pro-
gram must regularly review the status
and adequacy of that part of the qual-
ity assurance program which they are
executing.

§72.146 Design control.

(a) The licensee, applicant for a li-
cense, certificate holder, and applicant
for a CoC shall establish measures to
ensure that applicable regulatory re-
quirements and the design basis, as
specified in the license or CoC applica-
tion for those structures, systems, and
components to which this section ap-
plies, are correctly translated into
specifications, drawings, procedures,
and instructions. These measures must
include provisions to ensure that ap-
propriate quality standards are speci-
fied and included in design documents
and that deviations from standards are
controlled. Measures must be estab-
lished for the selection and review for
suitability of application of materials,
parts, equipment, and processes that
are essential to the functions of the
structures, systems, and components
which are important to safety.

(b) The licensee, applicant for a li-
cense, certificate holder, and applicant
for a CoC shall establish measures for
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the identification and control of design
interfaces and for coordination among
participating design organizations.
These measures must include the es-
tablishment of written procedures
among participating design organiza-
tions for the review, approval, release,
distribution, and revision of documents
involving design interfaces. The design
control measures must provide for
verifying or checking the adequacy of
design by methods such as design re-
views, alternate or simplified
calculational methods, or by a suitable
testing program. For the verifying or
checking process, the licensee and cer-
tificate holder shall designate individ-
uals or groups other than those who
were responsible for the original de-
sign, but who may be from the same or-
ganization. Where a test program is
used to verify the adequacy of a spe-
cific design feature in lieu of other
verifying or checking processes, the li-
censee and certificate holder shall in-
clude suitable qualification testing of a
prototype or sample unit under the
most adverse design conditions. The li-
censee, applicant for a license, certifi-
cate holder, and applicant for a CoC
shall apply design control measures to
items such as the following: criticality
physics, radiation, shielding, stress,
thermal, hydraulic, and accident anal-
yses; compatibility of materials; acces-
sibility for inservice inspection, main-
tenance, and repair; features to facili-
tate decontamination; and delineation
of acceptance criteria for inspections
and tests.

(c) The licensee, applicant for a 1li-
cense, certificate holder, and applicant
for a CoC shall subject design changes,
including field changes, to design con-
trol measures commensurate with
those applied to the original design.
Changes in the conditions specified in
the license or CoC require prior NRC
approval.

§72.148 Procurement document con-
trol.

The licensee, applicant for a license,
certificate holder, and applicant for a
CoC shall establish measures to assure
that applicable regulatory require-
ments, design bases, and other require-
ments which are necessary to assure
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